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REMARKS/ARGUlVnRNTS 



Pending claims arc 1, 3, 4, 6-8 and 10-19. The claims are allowed with no amendments are 1, 3, 4, 7, 8 
and 1 1 . The Examiner has suggested the following claims may be allowed with amendments claiiis*6, 
10, and 12, Suggested amendments appear in the claim listing above. The Examiner has suggested the 
following claims be rejected, and Applicant provides amendments and arguments as to why pending 
claims 13-19, should be allowed. 

Claim 10 was objected to because of infomialities and the amendments here should put the 
claims into condition for allowance. Claim 10 replace with ether. 

Claim 6 and 12 were rejected to because of informalities and the amendments here should put the 
claims into condition for allowance. Claim 6 replaced the parenthesis wiQi commas. Claim 12, remove 
the parenthesis from item e, "(e) BHT i at less than 0,1% w/v ) " this should now read "(c) BHT at 
less than 0.1% wA^." Item e should now be clear. 

Claun 19 had two rejections, the basis for on rejection should be resolved apphcant has replaced 
"of with "or''. "A kit useful in the treatment of or prophylaxis of a , . Claim 19 also is rejected 
because of Examiner's concerns with it flie invention in feet not acimg as a prophylaxis. 

Claims 13-19 were rejected because of the breadth of the claims, the Examiner asserting the 
claims describe an invention that does not work as described. That is the Examiner has suggested the 
application and prior art do not suggest that the described invention can both treat and prevent parasitic 
infections. Applicant provides arguments and information to prove the invention works exactly as 
claimed. In fact Applicant believes the Examiners comments provide yet additional proof of the 
outstanding nature of the invention. The invention in fact can be used to both ticat and prevent these 
afflictions in animals. Applicant received market approval from the FDA, The CVM (The Center of Vet. 
Medicine) to both treat and prevent parasitic infections with selamecrin. 

Applicant provides quotes from the Pfizer web site, plus quotes from the label to prove 
sclamectin both treats and controls both flea, hcartworm, and has amended the claim to conform with the 
label for the treatment of various worms. 

First to quote from the website, . . . httD://www.revolution4cais.com Then click the link that says, "click 
here" to learn more about Revolution. 

Tteatpreveot and control various parasites. Q: What Is Revolution® (selamectin)? 

A: Revolution is the firel-ever FDApappraved, topically applied medication for cats that: 

• Kills adult fleas {Ctenocephalldes felh) and prevents flea eggs from hatching. 

• Prevents heartworm disease caused by Dirofilaria immiUs, 

• Treats and controls ear mites {Otodectes cynotis). 
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• Treats and controls roundworms (Toxocara cati) and hookworms {AncylostOim tubaeforme). 



Q; How does Revolution® (selamectin) work? 

A: Revolutfon enters the tiloodetream through the skin. Concentrations of Revolution In the wood and tissues prevent 
hearovonm disease and prevent and treat roundwonn and hookworm infections. Revolution selectively redistributes from the 
blood to the skin and other tissues, where it provides protection against fleas, flea eggs, and ear mites 



The Examiner states that according to Bishop et aL, Veterinary Parasitology, 91 , pp. 163-1 76. 
2000, specifically page 174, first paragraph). As such, prophylaxis against fleas, hcartworms, and 
tapeworms is not recognized in the art." And later the Examiner states he "acknowledges the probability 
^d predictability that selamectin and praziquantel would have efficacy in treatment, however the art is 
silent with regard to the predictability of the formulation have preventative efficacy as asserted for fleas, 
beartworm and tapeworm.'* 

Applicant replies that the US Federal agency that is responsible for evaluation those claims have 
in fact made that evaluation and approved the use of the drug for both prevention and treatment of these 
a£Eljctions. 

Applicant quotes fi-omthe label as follows: 
What is Revolution? 

Revolution h 3 xopkal p^irasitidde that h appliet^ to the skin of dogj six we*J<s of age and cIcTer 
and cats ^igKt weeks of age and older to kiW adult fleas and prever>t flea efjgs from hatching; 
prevarit h&ar^vorm disease and protect your pet against other parasites <see below). 
Why has my veterinarran prescribed Revolution? 

ftevolutbn has beert prescribed by your veTerinirian to treaty prevent and/or control the fol- 
lov/lng parasites m your dog or cat: 
Dog Parasites: 

• Conirot and preveatjon of flea infestation (Ct&noceph^Mes f^Us) 

• Prevention of hc'eftworm disease (DtrofHarh immixss} 

• Traatinent ar>d control of ear miU infestation (Ozod^es cynon's) 
« Treatment and control of sarcoptic mvange (Sarcopres scabiei) 

• Control of the American D05 Tkk (Dermacenzot vAriabffis) 
Out Parasites: 

• Control ar)d preventiorv of tl€a ir^festation (Czenocephctttdes^ feUs) 

• Prevention of heartworm disease (Otrafilarla Immms) 

• Treatment and control of ear mite infestation {OTodectes cynotis) 

• Traatirwm and controi of intestinal worms 

Roundworm (Toxctc^a c^ti) 
Hookworm (Ancyiostoma tub^forme) 
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Concerning fleas: 




Revolution kills aduN fleas and prevents Ilea eggsfrcra hatcMng for ona month and is 
iiKlicataci for tha prevention and control of ftea infestations (Ctenoixphslides fdhl 
pnaventiofi of heajtwonn dise3$a causacJ by Dircffilada immiv's, ami the trema nt and 
control of ear mite. (Oaxketes cyi^tisf infestations Ravolution also is indicated for 
the treatmaot and concrdof sarcopu'oniaagd (SsrooptBsscBbisi) ani for the controt 
of tic k infsstsfions due to Uarmcmv vairisbiis. 
Cats: 

Revolution kills arfult flaas w>d prflvepts f|«a eggs from hatching for oaa month and is iiidfcat«d for tfta prsveq- 
.tion and tomcA of flea infestations (CtanocapttsHdes fehl prav&niiofl of hsaptworm disease tsaussd by 
pifofikm immftis, and tha traaiment and control of ear juite (Otod&cres cynfffht infestations: RevolutioFi:i5 also 
indicated for ths traairtent and control of roundworm fTaxDc$r$ cati) and intastinal htoloArorm (Aocybstom 
fid^aefonn^/jnfeoitions in cats. 



Concerning heartworms: 
KaarM/6rm Pretfontion hi Dog^ and Cars 

For tlift pravemjon of hearttvorm disease, Havolution rmisx be adminifitarerf on a wondity basis. Revolution aiav ba 
administeradyaar-round or stlaastwiihin on& moftdi after the ajiimsl'sfirsifixpoaunsitcmDsquitiMa and monthly 
tfieraafter umit 4tia and of iha mosquito season. Tha final dosa must ba given within ona moWli iftar d)e last 
exposure to mosquitoas. If a dosa is missad and a mDntbty inUfva^ betv/een doslns is exceadad than immedrate 
admiiystrawjn of flavotjtiAn and resumptioA of monihly doling wiP minimiia ch9 opportuiihy fortiis davatopmanl 
of adiitt haartworms. Whan replacing another haartwonn prevan^e product m a liearDAionTv disaase prevantibn 
pwgraro, iha fim dosa of RevoJuftfla must ba given within a month of the last dose of tha forniBi madicaijon- 
Salamactm, the actrva tngradlant m RevoluiJon, isa macrocycIJc lactorte compoimrf. Thasa compounds effecqvaJy 
preveiittha devatopment of adult heaftiwofms whan administered to dogs and cats y;rthin on© month of axposura 
to ifrfectiva 11^] DirM&ns fmmms larwia. Efficacy of macrotyclJc lactones decreases below 100% ?n dogs, 
howew, if first adfninistatad >2 montlis aftar exposure to infective Jayvaa. Thus^ m heartworm endemic ragions, 
.delflyirig Enitiatlonof heanworrn pravflnrion using Ravolution beyond 2 months offirst exposure to infecthm larvae 
(8.5., stftftina piipf^as and kitjens at >8 iwaeks of age), or gaps of >2 months in the admlnhStFatiori of ftevoiuiion 
tiMring pafi£4s of htaanworm tra^smissiojt. increases tha risk of the animal acquiring haartVAjnms. Animals 
with unknowm haarrworm histnrv ihatiest negative for heartwomis prior to the Initiation of Revolution may ba 
harhorina pre-patent infectJons at the tirae ftevoiution was started. Testing such animals 3-4 months after 
inMat^on of Revolution would ba naoessary to confirm their negativa hearavorm status. 
Ax tha dtacretion of the vatannarian, cats ^6 months of age may be tested to determine tha pfasanca of existing 
haa/twani) infections before beginning treatment with Revolution. Cats already infaecad widi adu^ihaartViioflns 
can safely be '^an Hayakitian monthly to prevent further infectioas. 



Concerning tapeworms: Applicant has adopted the Examiner's suggestion to refer to the treatment 
rather than the prevention of tapewornis. 
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Given the amendments and comments above, applicant believes claims 1, 3, 4, 6-8 and 10-19, 
condition for allowance. 

Respectfully submitted. 



Thomas A. Wootton, Attorney 
Registration No. 35.004 

Pharmacia & Upjohn Company 

7000 Portage Road 

Kalamazoo, Michigan 49001 

Telephone No. (269) 833-7914 or (269) 833-9500 

Telefax No. (269) 833-8897 or (269) 833-2316 
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